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J&&& 1 I-& &at fie FfiA‘ has proflo'bed a new p&y to regulate mproces6ors 3,. .*-’ 
& medical devioes and wilt hold a “town meeting” 0x1 Dec=@$ ,I?: ‘” Mar, 

M receive input on this new policy. Unfo&mate~y, I am ‘unable to attend tbe,;Fwn 
me&g but I would lie to submit my comments., Pletie accept this letter * iny fon 
Ce&&nt on the proposed new policy. While I strongly support the FDA’s efforts to 
increase regulation of reprocessors of single use medical devices, I do not b&eve the 

nal 

: new 

FDA policy is sufxicient. 

hospnal m -7% 
xama 

.sc *‘),h~~~~~ “r’~*r~.~~~~~~“~~~~~d .I”work in ~ _ c\n , 
, ‘ WI? I have been and continue to be concernedwith the reuse of 

I am concerned about the pottiiid for paGent injury ii&&disposable me&Cal devices. 
fivrm both a failure of the device as well as the spread of infectious diseases. These are 

not theoretical concerns. Published artides in US News & FVotZd Reporl, the NY Tfmes, 
the LA Times and Forbes Mugazine describe actual patient injuries., I also believe that 

many inf&tions are underreported due to insufficient pauent trackmg and that many 
injuries due to device failure are under-reported due to legal liability concerns. 

Althouih many reprocessors claim that reprocessing has been going on for twenty years, ‘rsa* r’-Xlg;-~~*“~~=:~:i”i%.. > ,,,, 
“&fiat is that this was with respect to reusable devices and opened but unused single use 
devices. In today’s cost cutting environment, it is proper to look at all possible areas to 
save money but reprocessing complex, plastic, single used devices such as biopsy 
forceps sp&cterotomes, electrophysiology catheters and angioplasty catheters is simply 
not a r&e avenue to pursue until these reprocessed devices receive FDA approval for 
ixllse. 

. 

tii practice also poses many ethical questions. There is no med?al benefit to the 
patient, and, it is my understaudmg, that the patient does not receive lower healthcare 
costs. It is also my understanding that patients are not told that used disposable devices 
will be used on them. Without such knowledge, patients cannot protect themselves. As a 
healthcare professional, I want to speak out on their behalf. 
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despite studies hy manuftii showing that many repro&&d biopsy f&eps sitting on 
hospital shelves are c&ami&ed with <inig”&stant bactiria. ‘ti@iiti~; i&@y -’ 
forceps are critical devices which break the mucosal barrier yhen samples are taken and, 
thus, can easily pass bacteria remaining on the device to the unsuspecting patient. . 0s ,_1 P _I II, ?. . . .,x ; ,.., _, _i . . . u”*: -zMmh- * ~-.~~~~F~~~~,~~~X&~~~rg,-n,, ; 

RRprocessors of single use devices claim to have the, equipment -and &e&~~ ne&sary ” ’ __ 
:.’ “@‘~$&,M redess b& &@I& & d&es: ‘x’hey &e;“haefore, mmuf~ture,s In the .‘$” . _ . ..& #.a .’ ‘._d --... _, ~“.,.:~~hi~~~:-i~..~ ,,-, 

eyes of healthcare workers and patients. In addition, reprocessitig a sirigli usi d&ice ftir 
reuse changes the device into a reusable device. .Accordingly, r~proce’ssors’s~tititi be ” ‘I 
regulated in the same manner as originaLequipment manufacturers using the existing . 
FDA regulations for reusable devices. To create a new regulatory policy wastes valuable 
FDA a~~ur~e~ and delays regulatory 6nforcement putting, thus patients unnecessarily at 
risk for an undetermined period of time. 
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